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i jhilure k thoroughly investigateanyynexplaind dimepm~ or the tilbue of ●.
r

bawh or any of its oompo~ to meetanyof iu qts~fi-bm [21 CFK211.19X, a9
‘ fouow. {

No inveSi#@omiace cot@Wd for all
lots 40-39-lA and40-339-Wan d-~~

gtmemlsafetyMshgv

No inve$tigatiom were conducd to dctomine tp causeof hki~ vials of
allergenicWtras producla. I

St6riLiingfilterintegri~ fhilmaawofcnot inv i ~.~m
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Pa@ Z-MC White
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3.

4.

5.

6.

7,

Fke to ensure thti repmswd batchesofprodud vAII wrdbrm whh all +@liahed
s$ndards, specifkatiomaandc-sta [21CFR211,1K(a) and21LI IO(S)Lin
t@%th= werenowrim=aprooed- andvalidadonchtha? supporI the

r
t si~ refilterin~andmvielingafbulk endfinishd alktgenk c~a@
p;od-. .

F@re to provideakquate proteaion Qnst fomeeab!e cscteml Awtorsh mor~e
~d use ti canGUMdeteriorationor cmmrninmimof the drug produof [21CF’R
2] 1.94(b)],in that containerendclosureValidationstudieswerenot pdortnod to
&sure tie ihtegrity ofmled VW

r

F@ue[Qestablishand follow writmnproceduresfir evaluatingthe quslitystandards
of drug producmto d=mrninetheneedfix changssh dng productspeciketion~
*f*ting or controlproc=dums[21 CFR21lc18Q~)],in that mtuel record
rkviewsarenot cxmducted.

F@Iureto assurethat chugprodM oontakw andcbsu& areprocessedto remove

%k &OWkdg6 #’W5i#ttOfyOWfh% Witt= t8S~0W=&t& ~tWllb= 27,1999,
km&y 14,2000, andFebruaryla 2000,whichaddresst@ htspecticmalobsmations m
tlp ~mm ~A 483 ksued at tbe closeofthe iusption Wehavertwiewedtie contcms
of yqur -her 27>1999,andhn~ J4,200Q,rCSpOn~andwill addressYOW
Feb@ary16,2000$rqqxmseunder separateoover, Cmqth@ actions addressed h your
l-may be rofti in your responseb thisl-, q appmpriat.GIwwmer, your
mspixw did not prwide M5ciem ded to fullYtuisessme adequsoyOWWwrmxhe
acti& Our co~mcnts and rqwsts for fimbor infmion rqywding comctive aczion
are detaiId below, TheitemsUJrrtspondto the obE~ons listedon the FonrIFDA
483:
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‘ JwrLk
Youf@pmse Msto address-ng ofbds * M tiegenad safbty w%

‘r PM anment, In *ior+ p!ease indicaMwhat dispw~ pm~= am in placeto
add+ an initial general iaf~ test hllurt ofpfodu@ifibokisioti cft.he Qu91*

c KGUM and production persowi is not to condua a repesttest. .-

‘~., We agreewithyour aesessrnsnttit prdpit#es mayk aninherentcharem?fisticof
ahrgfde exmctst however,ploasa bo A~is4 W inv-ons sboti be =dUCCd to. .
chamtmu the nature of the predpitdn acid!o d-ne kir effect on the SMNity

,,, andpptency ofthefinalpmducc.

-ImLs
,”. YOLI~’~SPOM Sa{a that thepemcmndwho workinthe OrderRmex@ depamnent
!, have hwivod no fmai crabing. P&se indicatewhentie indkiduals will be ~fied

und+ your newly im~lenund uaiqing program.

:. -
‘ WCa#woW18dgeywr mmrnitanw 10dsnthtue rallhexhgtinned stesilityfhihres

until $Mspracik has beenadequatelyeduated withrespectto theabm ofpotendal
de@rious dkts cmttmproduct. Howeyer,pi-e be MM* chatif the sstil~ty MS
are p@’ormedin accorb~ wM 21 CFR610,12andthebulkmaterialor final oontdner
nwtehl W Wal and repeat taitin& *- b pdua k notmef b rqdmmenu fbr
etcri~~ and s&outdbe dis~ded. It Is Durticw that r’efiitti~ LYfproductthatdOCSw ~
meet the requirementsforatwiiitylaanunaooeptile prBctica,I%msemrunent.

. .

,:’ MU.5,. Ploak prwide BtimeSame fbr the compktionofbkhwden studiesandthe
@ab/Mmmtt ~f bbbtirden limits.‘r

‘. ,

. Nkither this letter northe listof inspectionalob!umwiohs@onn ~A 4S3) is meant & bs
q ai”l-inclusivelist ofdedhnuos that may exid al your fbd~. It k your responsibility
aS rnhgement to SMSWEhat yaar emb!idunenL is in wrppbnoe with all rqtsiremenfs
of t$k fed@ rcgulat]ons. Fa&al agent.ks are advisedoftheissuanceof all Warning
htr~s aboutX so 2hatthey mayUC this informafbn h -Unt vd=n oons~dehg
tie iward of Wcltmas.,,
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